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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). tn no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )I3 Responsive to communication(s) filed on 20 January 2006 . 
2s)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) \3 Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-16 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 20 January 2006 is/are: a)l3 accepted or b)n objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonn PTO-152. 
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1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3DETAILED ACTION 
Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate pai'agraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an apphcation for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
* patent by another flled in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-3, 5, 6, 8-13, 15, and 16 ai*e rejected under 35 U.S.C. 102(e) as being 
anticipated by Layne et al. (U.S. Pub. No. 2002/0026195). Layne et al. discloses the following 
of claim 1 : a spinal disc nucleus replacement comprising: an elastomeric sheath (50, 60) - 
assembled around a rod (200, 210, 212, 213, 220), a portion of said sheath being airanged for 
sHding along said rod (see Figure 23); and a sheath compactor (275) adapted to slide a portion of 
said sheath along said rod fi*om a first position to a second position (pai*agraph 0079), wherein in 
the first position said sheath is in a non-expanded orientation (see Figure 22) and in the second 
position said sheath is in an expanded orientation wherein folds of said sheath expand radially 
outwai'ds fi'om said rod (see Figures 23-25, 27). It should be noted that the examiner is 
interpreting the word "folds" to be any bend or winding that occurs on the outer boundary of the 
indicated sheath. 

Layne et al. discloses the following of claim 2: the spinal disc nucleus replacement 

according to claim 1, wherein a stopper (265, 266) is at a distal portion of said rod and said 
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sheath compactor is adapted to push a distal portion of said sheath against said stopper (see 
Figure 23; paiagraph 0077). 

Layne et al discloses the following of claim 3: the spinal disc nucleus replacement 
according to claim 1, wherein a removable fastening ring (273) holds a portion of said sheath to 
said rod 

Layne et al. discloses the following of claim 5: the spinal disc nucleus replacement 
according to claim 1, wherein said rod is flexible (265 and 266 expand out; paragraph 0070). 

Layne et al. discloses the following of claim 6: the spinal disc nucleus replacement 
according to claim 5, wherein said rod is flexed into an arcuate shape (paragi aph 0010). 

Layne et al. discloses the following of claim 8: the spinal disc nucleus replacement 
according to claim 5, wherein ends of said rod ai*e fastenable together (paragi'aph 0070 indicates 
that the ends of 2 1 0 and 2 1 3 on the rod are fastened together and made integi^al) . 

Layne et al discloses the following of claim 9: the spinal disc nucleus replacement 
according to claim 1, wherein said rod is withdrawable and removable fiom said sheath 
(paragraph 0010). 

Layne et al. discloses the following of claim 10: the spinal disc nucleus replacement 
according to claim 1 , wherein said folds of said sheath expand outwai'ds generally uniformly (see 
Figure 23; paragi'aph 0085), 
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Layne et al. discloses the following of claim 11: the spinal disc nucleus replacement 
according to claim 1, wherein said folds of said sheath expand outwards non-unifonnly (see 
Figure 24, 25; paragraph 0085). 

Layne et al. discloses the following of claim 12: the spinal disc nucleus replacement 
according to claim 1 , wherein a distance between folds of said sheath varies axially along said 
rod (in Figures 23-25, an axis di awn along the rod would show that the right side of the sheath 
may be at a different distance fi*om the rod than the left). 

Layne et al. discloses the following of claim 13: the spinal disc nucleus replacement 
according to claim 1, wherein there ai*e more folds on one side of said sheath than on another 
side of said sheath (see Figures 24, 25). 

Layne et al. discloses the following of claim 15: the spinal disc nucleus replacement 
according to claim 1 , fiirther comprising a guiding wire (220) for introducing said sheath 
thereover (Figure 12). 

Layne et al. discloses the following of claim 16: the spinal disc nucleus replacement 
according to claim 1 , wherein said sheath is constmcted of at least one of polyurethane, latex, 
natural rubber, silicone rubber, nylon, and shape memory polymer (paragraph 0086). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 

section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the lime the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Layne et al. in 
view of Scholten et al. (U.S. Pat. No. 4,969,888). Layne et al. discloses the claimed invention 
except for a rod with a removable portion. Scholten et al. teaches a rod (30) with a removable 
portion (71) that allows various materials to be inserted into the intervertebral space without 
making additional incisions that will increase the chance of infection (col. 2, lines 1 1-20). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use a rod with a removable portion that will allow several different materials to be 
inserted into the patient through one opening. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Layne et al. in 
view of Foley et al. (U.S. Pat. No. 6,676,665). Layne et al. discloses the claimed invention 
except for the rod being made of a shape memory material. Foley et al. in col. 9, lines 30-40, 
teaches a rod made of a shape memory alloy so that if the rod's shape is deformed when it , is 
being used, it will return to its original shape and be available for use again. Therefore, it would 
have been obvious to one of ordinai'y skill in the art at the time the invention was made to use a . 
shape memory material when constructing the rod so that the instmment will maintain its 
original shape. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Layne et al. in 
view of Berger (U.S. Pat. No. 6,706,069). Layne et al. discloses the claimed invention except for 
an additional anchor to help hold the spinal disc nucleus replacement device in place. Berger 
teaches such a device in col. 5 , lines 20-23 which will hold the spinal device in place while the 
patient is being treated. Therefore, it would have been obvious to one of ordinary skill in the art 
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at the time the invention was made to use an additional anchoring device on the apparatus to 
prevent unnecessary movement while the apparatus is being used. 



Any inquiry concerning this communication or earlier communications fi om the 
examiner should be directed to Ann Schillinger whose telephone number is (571) 272-6652. The 
examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Comne McDermott can be reached on (571) 272-4754. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regai*ding the status of an application may be obtained fi'om the Patent 
Application Information Retrieval (PAIR) system. Status infomiation for published applications 
may be obtained fi om either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more infoiTnation about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-fi-ee). If you would 
like assistance fi*om a USPTO Customer Service Representative or access to the automated 
infoi-mation system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 




Ann Schillinger 
Januaiy 19, 2007 



ALVIN J. STEWART 
PRIK/IARY EXAMINER 



